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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

2. Claim 7 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 7 as written is dependent on claim Zand thus is 
rejected as indefinite. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1-4, 8-16, 18, 24, 26, 28-29, 31, 35-36, 38-39, 41-45 and 47 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Levine et al. (U.S. Patent No. 
6,058,328). 

Levine et al. teaches of an implantable stimulation device having the ability to 
provide preemptive tachyarrhythmia pacing by predicting the occurrence of a 
tachyarrhythmia (col. 2 lines 56-59 and col. 3 lines 4-10). Levine et al. teaches of 
forming a template of a patient's heart normal behavior and monitoring for abrupt 
changes from the template may trigger the preemptive tachyarrhythmia pacing 
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algorithm (col. 5 lines 5-16). Levine et al. also teaches that a trigger for the preemptive 
action of the system may be the monitoring of one or more sensed physiological-based 
parameters of the patient, such as intra-chamber impedance of the heart, pre-ejection 
interval or stroke volume (col. 5 lines 17-26). 

Levine et al. teaches developing an algorithm that recognizes parameters 
indicative of a patient being at different physical activity levels, including rest or involved 
when the patient is exercising (col. 29 lines 44-48 Levine et al. further teaches of the 
use endocardial electrodes for sensing arrhythmia (col. 7 lines 27-31). Levine et al. also 
teaches of the use of an external programmer that has the ability to receive data from 
the implantable device (col. 10 lines 58-67). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 5-7, 17, 19, 25, 27, 30, 32-34, 37, 40, 46 and 48-49 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Levine et al. (U.S. Patent No. 6,058,328) as 
applied to claims 1-4, 8-18, 24, 26, 28-29, 31, 35-36, 38-39, 41-45 and 47 above. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the system as taught Levine et al. to include parameters for 
when a patient is at rest and not at rest, since these parameters are well known in the 
are and are commonly derived for use with cardiac monitoring devices. It would have 
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also been obvious to one having ordinary skill in the art at the time of the invention to 
modify the system as taught by Levine et al. to use a measured voltage between two 
electrodes to calculate an impedance, since this type of measurement and calculation is 
well known in the art to provide an impedance value. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the system as taught by Levine et al. to have the derived 
physiologic cardiac parameter correlate to sympathetic and parasympathetic activity as 
they are commonly known in the art to be contributing factors to the rate of spontaneous 
discharge which directly relates to the initiation of a pathologic tachyarrhythmia, as 
taught by Levine et al. (col. 34 lines 50-61). 

7. Claims 20-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Levine et al. (U.S. Patent No. 6,058,328) as applied to claims 1-4, 8-18, 24, 26, 28-29, 
31 , 35-36, 38-39, 41-45 and 47 above, and further in view of Koestner et al. (U.S. 
Patent No. 5,300,093). 

Koestner et al. teaches of an apparatus and method for measuring, formatting 
and transmitting combine intracardiac impedance data and electrograms, comprising 
the use of unipolar and bipolar measurement modes (col. 1 1 lines 34-55). 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to combine the teachings of Levine et al. and the teachings of Koestner et 
al. Levine et al. and Koestner et al. both teach of programmable implanted cardiac 
stimulation devices that measure intracardiac impedance and thus teach of analogous 
arts. It would have obvious to one having ordinary skill in the art at the time of the 
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invention to modify the systems as taught by Levine et al. to have the electrodes in 
various configurations such as those taught by Koestner et al. since these configuration 
are well known in the art to provide efficient and accurate sensing. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Langer et al. (U.S. Patent No. 4,202,340), Geddes et al. (U.S. 
Patent No. 5,058,583), Nappholz et al. (U.S. Patent No. 5,113,869), Chirife (U.S. Patent 
No. 5,154,171), Sackner (U.S. Patent No. 5,178,151), Street et al. (U.S. Patent No. 
6,589,188), Meyer (U.S. 2001/0003160), Geeske et al. (EP 0985429 A2), Schaldach 
("Automatic Adjustment of Pacing Parameters Based on Intracardiac Impedance 
Measurements," Pacing and Clinical Electrophysiology, 1990, pgs 1702-1710. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lenwood Faulcon, Jr. whose telephone number is 571- 
272-6090. The examiner can normally be reached on Monday-Thursday from 9 to 5 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela D. Sykes, can be reached on 571-272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
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For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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